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(4) Has refused a reasonable request
of a duly designated SAMHSA inspec-
tor, Drug Enforcement Administration
(DEA) Inspector, State Inspector, or
accreditation body representative for
permission to inspect the program or
the program’s operations or its records.

(b) Suspension. Whenever SAMHSA
has reason to believe that revocation
may be required and that immediate
action is necessary to protect public
health or safety, SAMHSA may imme-
diately suspend the certification of an
OTP before holding a hearing under
subpart C of this part. SAMHSA may
immediately suspend as well as propose
revocation of the certification of an
OTP before holding a hearing under
subpart C of this part if SAMHSA
makes a finding described in paragraph
(a) of this section and also determines
that:

(1) The failure to comply with the
Federal opioid treatment standards
presents an imminent danger to the
public health or safety;

(2) The refusal to permit inspection
makes immediate suspension nec-
essary; or

(3) There is reason to believe that the
failure to comply with the Federal
opioid treatment standards was inten-
tional or was associated with fraud.

(c) Written notification. In the event
that SAMHSA suspends the certifi-
cation of an OTP in accordance with
paragraph (b) of this section or pro-
poses to revoke the certification of an
OTP in accordance with paragraph (a)
of this section, SAMHSA shall prompt-
ly provide the sponsor of the OTP with
written notice of the suspension or pro-
posed revocation by facsimile trans-
mission, personal service, commercial
overnight delivery service, or certified
mail, return receipt requested. Such
notice shall state the reasons for the
action and shall state that the OTP
may seek review of the action in ac-
cordance with the procedures in sub-
part C of this part.

(d)(1) If SAMHSA suspends certifi-
cation in accordance with paragraph
(b) of this section:

(i) SAMHSA will immediately notify
DEA that the OTP’s registration
should be suspended under 21 U.S.C.
824(d); and
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(ii) SAMHSA will provide an oppor-
tunity for a hearing under subpart C of
this part.

(2) Suspension of certification under
paragraph (b) of this section shall re-
main in effect until the agency deter-
mines that:

(i) The basis for the suspension can-
not be substantiated;

(ii) Violations of required standards
have been corrected to the agency’s
satisfaction; or

(iii) The OTP’s certification shall be
revoked.

§8.15 Forms.

(a) SMA-162—Application for Certifi-
cation to Use Opioid Agonist Treat-
ment Medications for Opioid Treat-
ment.

(b) SMA-163—Application for Becom-
ing an Accreditation Body under §8.3.

Subpart C—Procedures for Review
of Suspension or Proposed
Revocation of OTP Cerifi-
cation, and of Adverse Action
Regarding Withdrawal of Ap-
proval of an Accreditation
Body

§8.21 Applicability.

The procedures in this subpart apply
when:

(a) SAMHSA has notified an OTP in
writing that its certification under the
regulations in subpart B of this part
has been suspended or that SAMHSA
proposes to revoke the certification;
and

(b) The OTP has, within 30 days of
the date of the notification or within 3
days of the date of the notification
when seeking an expedited review of a
suspension, requested in writing an op-
portunity for a review of the suspen-
sion or proposed revocation.

(c) SAMHSA has notified an accredi-
tation body of an adverse action taken
regarding withdrawal of approval of
the accreditation body under the regu-
lations in subpart A of this part; and

(d) The accreditation body has, with-
in 30 days of the date of the notifica-
tion, requested in writing an oppor-
tunity for a review of the adverse ac-
tion.
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